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x<?x— =fy (se) 












JUEKCiK 



(54) ra©»] h^^yspsrasi^qrrs^i/^^v^x.^ wwmm 



(57) [3?$J] 

±uw t ur© w$i©*effl *>wr*. 



(51)Inta. 6 E©JK» 
A61K 9/46 
31/415 
31/44 



(2) #S¥ 1 1-5 0 1 9 5 1 

i . mmm&mfris&Tf^ < 1 1 1 om^-tv >^ja-£fe3 i ojxt 

o 

H i 

Heti-X-S-Het 2 




(3) #IW 1 1-5 0 1 9 5 1 

tf^DvV. ^l/^D/. ^n^>\ ~7 x.-)\s$3&ZS7 
3 . ^nh^y ^fflfM^TfEffrgrtl : 



(5) 



#S¥ 1 1-501951 





(6) #S¥ 1 1 -5 0 1 9 5 1 

o 

8 . rg-n - *y f ©lUn-T ^ > f jffiffi ft ^iiS^^if* 

10. ^li^-^^B^^-y bo^-nfn©!^^ 7^;v«sm 

11. ffimmo&mfttf—Mik^^m&&Tfm&<Dm<t^&&&w&K 

i3. ziTmn£mm^-^s^?mt<DmKftmm*M^K£9mmir&mtt, 



(7) 
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o 

16. ^SttS/- F # Rn*ffi»^- KT? & 3 f»Ml4fH«©^M©^BMff$o 

17. h y,fy»iji^Bff» <fc K> TM V 

is. mmm^mfrtsk-tf. m^x^r^tivn-K^it^tm^ntumm^ 

lot, ^3 TtlS^^-pt J; D 1 -3J^±©^ltjl«a U o£U: 

19. Mmn-^^>^Jlf*W^--^ ^<Qt£ 
^4a5» ©ol - >y h *^HN£<D#fiK^ ^-^ tCjBEaS^LTfi^J^O^Mfc-r SSI 

20. it^ i ~i7ov^-rn^ i mitLW!M(Dm^mo^)\y^f^=-y h ommm 

21. wmi i ~i7ov^-rn^ i mKmm<Dffi&m<D'?)i<?-y'?i'3L- ? vommm 

«fe ti F o WJl^Stt^it ©^SD? &o 

22. ffM^ffllS^3g^*3^§lt^ 1 ~17£>Vvrftfr 1 3l^IS«©^M© 

23. wM^ft^s©^MiM^sat^*3^^ii^ia 1 -no^-fn^ 1 mim 



(8) #S¥ 1 1-5 0 1 9 5 1 



(9) 1 1 -5 0 1 9 5 1 

*^tmKMB&&<D-7u h y#y*7fflfflftk f&t>%Mtt&i&%R k -atp 

aseffiWJ© WO?g»M^^-r ^)V=f-f)V=L- y fOWJI (multipl 
e unit effervescent dosage form) ©miOfBIfttOT^Wt- £o <I©$t*I% 

it^M K -ATPaseia»ffJ«yD h > t/ffltiSI&J fe nf&ftT43 0 , 

i^tl — «s^^-^7°^y-;K 7^vy7y-;K Ayb^ 1 /-^ ^'J^ 

£ ft 5. <D^M«M?LKj» i tf h 1 43 § Wftftifc**WWf s cq tc Wffl 
T?a5«o cftktt, M^^^tt^jl^ Wife. +-JiJ». 

o 



(10) #S¥ 1 1-5 0 1 9 5 1 

fE*<2 tlTV^S [Mx. US-A-4 , 786 , 505^ (AB Hassle) 0 

3M&js»te .fctm&ftffrHow&tfmtiftfi^ £ zic&mK. tot^tA 

WLfrft HJtt? 35 5 J&@ L T»J^'K < ffittf £ £ ft S o 

^tt© tcmc mmtf & & 0 

-T^^rfnx h©+^*5^tt%4*«!: fctt*?£ftl^ -fit^M^ 

fc 6 To EP 233853^ ttf8tBIM<Dft¥&& tU^x / h 'J # A £ * 
X^^hU^A^O^W^^nrv^^o GB 2219940A#fc«. 
i^yj^'J^I (^xyi^ytbij^) ^O^XV^fcteEP 23385 

ZftmT ScttiD SBfr£*lT £ (0B*.fcfWO 9421,239-^#M) » ZfVWk 



(11) #S¥1 1 -5 0 1 9 5 1 

US 4,289J51#fcSB6«n?£:3B«?»k:H^"r«ra^ t^fc^llf^^t 



(12) 1 1-5 0 1 9 5 1 

«fe D * 

SUmcb >y h ©$«M£:31«-r S t. £ 'if'ifc S' e £' a«a 
BRSfn— • f^y»fi-7 h U *n«j»JW6ffl©JBSKWfc— 

«tc£E«bTWE©«J:5«:»M«eK: , rSo rg'»Ko^^C^--^y b£8ffltrs 



(13) 



ft S¥ 1 1 -5 0 1 9 5 1 



(14) #S¥ 1 1-5 0 1 9 5 1 

7=77 J — (HPLC) ^mv^T?S J i4%SO^«^^)fr^o 

0 

II I 

Het 1 -X-S— Het 2 




tf^U^V. /nh^v. ^x— ;l/fe«fctf7x— ;PT;Vn 



(15) 1 1 -5 0 1 9 5 1 

R' B fctzK3& ^n^y, h'J7MP^f;K 7;l/^;Vfe«J:tJ : 7;Vn^^-eS 
b ; 

R 6 ~Rs«|WID7b^fciiM^:oTi/^T, 7/V3r/K 7/Vn^X An^y 

c 9 -art? a& 5 a\ £fcteii^7/i^vXM*Jf ->^d7;» 
7;i/4=-;i/**j«'rsJi 



(17) 
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Ca + v Na SSfcliK ^L<«Mg + l«»bTit\ ^S^OTr! 

B^^^n EP-A-l-174726^. E 

P-A-l-166287^ GB 2163747^43 £ tfWO 90/06925^. WO 91/19711^§\ WO 91 

/i97i2-^;:!§^2nT43tK ^^\m\z.mmmt^mmQ 95/01977-^43 am 

0 94/27988-^£ie*c2nTl/^o _ _ _ „_„ „_„'.. 

, W-\©a»^43V^rm^'I4©7 p n h LT^Ofl 

So 

mRm, mmrn, mmk nmmmk mmmm, mmm^m 



(19) 1 1 -5 0 1 9 5 1 

D t*j^-T £ £ £ # t? ^ § o Mfr&te i*)7;WJ ttSJ&fb^ t ?Mi=r L 

o 

#iiiLT^-wr§7j<^i4>—F. &£W3:, a^o«m. urn. />^w 

n (non-pareils) 43 LT^fTSTkiS 



(20) #S¥ 1 1-5 0 1 9 5 1 

^ffi^Sjl^T^So _ _ _ : ' _ 

fcf. Ah 0.,, 6MgO.C0 2 .I2H2O, (Mg fi Al 2 (0H), fi COs.^OX MgO.Ah 0. .2Si0 2 .nHz 0 

o 



(21) ItS 5 ? 1 1-5 0 1 9 5 1 

©A^i^n, mareacfca. s^w^bT^sct^-e^So *rwh m 

m^fc«^r-r^m ; 1t-a-T;l/^-^A/'V^->^Afb-a-#l> MfcJfAhk .6MgO 
.C0 2 .12H 2 0. (Mg6Al 2 (0H), 6 COa .4H 2 0). MgO.AhO3.2SiO2.nH2O. zkMfkT^ — 



(22) mm- 1 1-5 0 1 9 5 1 

o 



(23) 
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t(«3-r^ >>mn&w<D i ~5om%s ^ * t < mo~5om°/cK «t d 

j6FSL<ttl5~50ffll%T?36So $H8»J> ^ Soft. flfl*.tfaKl> ( 

o 

ii§tt<o^p b > t°yy»JM^ffiib, if.mn^)^f)V^-v horn 

[^-— n— • r-f v^JS] 

§ £ fc^ftSo 3— TV V^»©fci6<D#lH^IS^W^fF^^n^{b 

I^T&tK 011* tf. IKS. ,i-°Ux^lx>^U3-;K t°'J^;R a DUFX 



(24) If ^¥ 1 1 -5 0 1 9 5 1 

:*:JfL£ »M#tt!ES(D^#43 «fc tWfSg©?SjSW#ttK: J: t) MISS ft 3 o ±IH^- 7 s 

e. ftfcB^t cfc ■=> Tinier ^ d 2: #t? # ^ o »tt«^*ffls«j 



(25) 1 1-5 0 1 9 5 1 

tSteic-T s tf^ ^ttttSfifr &7;WJ W*. »#*<£M; fts 'J«© 
CXS) 

b < a: i m^fctt 2 [Ei3g#-r&o si»«€>am«j% i s^fc d <o 

£DH%?>o — mmn, 1 S^fc0©ffl*t4?Stt««l~1000^OieH?aBSo 
IHSSM 1 

^ ^ y— ;v20m g ^^wr zmmt 

^^v-^A^^V"-;!/ 12.00kg 
;y;<Wi37 12.00kg 
H Fn^i/^nlf^f^-b^D-X 1.8kg 



(26) 

Wifek 



11-501951 

35.4kg 

23.50kg 

2.35kg 

4.03kg 

0.34kg 
48.00kg 

29.00kg 
38.70kg 



hU^^Vv'M^-h _ _ _ 3.48kg 

^ 7 -43 cfc X$*J9 V -b y F (NF) 0 . 58kg 

*iJV;W- h80 0.06kg 

ItSbk 22.68kg 

A— J— X-Y 

i»3-f^y^Uy F (t9Efc«fcS) 44.7 kg 

H Kn^e/^"nlf;V^^-;V-fe;Vn— X 0.58kg 

Mg-XT'Tl— h 0.02kg 

mmik 11.6 kg 



(27) 
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l&frfc (ioooi£) 



fcv^Tfci 2 i^wwaibfeo sBK*ia#uTi.omL5»av^3fia«'&fco 

KT^wjK&^y^A 1 g 

tv^xybvx 2.0g 

^■y^'J^thV^A 2.0g 

mm l ft * y tf mj 70 g 

Miafr 5 n-fr/^i"^ 95 . 7 g 

mH^^-a^V^^F (Kenwood) ^fCTE^: 

MfBfrBOT'V^y^X 220. 7g 



SS&bfc^v— 1 — ;v 



605 g 
200 g 



EtOH 99% (w/v) 



# y if n y f vk-25 (pva k-25) 



O.lg 
6.0g 
90 g 



(28) #S¥ 1 1-5 0 1 9 5 1 

mm.rn.i-hv vi± 453 g 

m?\s\<D]±mMmzMM l § 20mmHOT s &a@w##&ns^>?- 

»MM«1485mgT^ o fc 0 JEH«bfcMMii¥±§a^3.6mm (n=10) "Z? 
O^?SM«30#-efe o fee 



yy;^Wa37 400g 

^>y/^v-;v 4oo g 

hFa^>ynH;^f;W!;Vn-x 80g 

^IJ^M^HJ^A 3g 

ffSzk 1360g 
ftfflUg 

nTtlH (fuf5t£&) lOOg 

Ko^i/^akVV^f^/Vo- X 9g 

* y jl^ uyffv^i — ;V6000 ig 

i8g 



m^y— ;i/95% 



250g 



(29) 
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250g 



100g 

40g 
8g 



7-t?^;V F U f^-Jlyiy F W F 



2g 
162g 
378g 



i^y— ;V95% 



«»mtt^W^M%M«Lfc^;l/X^- (Wurster) ftn^T-^fco ^> 
3 



5.0kg 
0.8kg 
14.3kg 



10.0kg 



(30) 1 1-5 0 1 9 5 1 



37ftS (fulfil J:?,) 14.6kg 
HFn^i/^oHM/Vn-x 1.5kg 

2.5kg 

XfT'JVtT^^^A 0.2kg 
flfSfek 29.2kg 





250 g 




458 g 




41 g 




19 g 


^/-^cfctf^U-feD F (NF) 


7 g 


#y v;w— h80 


0.7g 




329 g 



site (=WkMmA) o 

*°UVM-b 80^7j<i20g£rMi^u M^S-teZtf^WtV F^ira*. 

. ^©^#!%70 o CJ^_h-ei0^^P^ U »L%ft^^K:^Lfc (=ra 

rtc) o 



(31) 1 1-5 0 1 9 5 1 
(4.5£ Dffi^pTOi, il<Dlg3-f^ y«mtfeWi^^<^^ 

mj^m^-bu^A 8.4kg 

y e -;V tf n y F VK-25 (PVA K-25) 0 . 3kg 

EtOH 99% (w/v) 0.8kg 

ftSfek °- 3k g 

MzR^m^hU^A 38 g 

y;VH>-;V 160 g 

7Vf-7^- I* (Antifoam) M 5.8g 

(400HJ1) » IrI C <5r V ^ >y F 5 4> "Z??t V \ ^ £ TTIB^ 



(32) 
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X r - U ;V 7 HJ ^ A (0 . 5mm^ S V ^5ffiS) 



204g 

7g 
70g 



»«»«2970mgT?^ofCo EEIt^bfc^J^TOW^4.3mm (n = 4) 43 
cfc tW3iS&77 N ( n = 10) b «SW058SBf BK4^JII«hfe«P 
4>fc*SW%fli#, ^GD^T^y h^O-CTTklSOmlff^S-rc: ttc^DSlI^bfc 
o SbfoWry h^fc^S-rs%KA^<^*a-lc^a^Ht±^Tbfci:B 

(2^0. 1M HCHciSS^tc^fi-rs^-^^v^— 

^ T 9 ^ v^— ;V40ig*^r SifcBNfc 
^b«y bvwm 

^P^i/VhJrtf^S—A' 5.5kg 

t Fn^^ntf^^bfe;!^— x 0.8kg 

ifilSbk 15.7kg 

yy;^W3.37 11.0kg 



(33) 1 1-5 0 1 9 5 1 

16.0kg 
1.6kg 
2.7kg 
0.2kg 
32 kg 

a * t 3 t #3«± m b fc o 



KLfc^W F (MfBfc:£&) 



20 kg 



*$#vjvm&s&ft (30%mmm 33 k g 

F U x^;V-> hWh 3 kg 

^S-lS&TfiS^VHV F (NF) 0.5 kg 

#UVM- F80 0.05kg 

f»J< 20.5 kg 



ytjztV ;l/M^a-a-f*^i(^^7j<l .0kg*5 J: F U :n^;l/*/ hWb Ml$b 
%^£>?&£rbfc (=I«A) o 

#>J V;W-h80^7kl9.5kgJ:^U ^^y-^ocfc^^^U-feU F^ira*. 
, ^©f^#i^70 o CJX±Tl0^»b. »bW£M^«£Pbfc (=¥L?S 
B) o 

fjflfek 8.0 kg 



(34) mmW- 1 1-5 0 1 9 5 1 

liKD+^^nWf^VD-X 0.4 kg 

XfT'Jyf^^^A 0.01kg 

: 

iSSzk^aiV^ 11.4kg 
l^bU^A 8.4kg 



* U If D'JHV K-25 (PVA K-25) 0 . 3kg 

EtOH 99% (w/v) 0.8kg 

mwK o.3kg 

tm&u ^T*m mffl&v rmm&tei>rc o_ _ ... 

pvp Yc-2ttJL$s—)\s+7^\zmM\^Tmmk^W£%Tzo z.<Dmm^m^T 

Mcm&^HJ^A 38 g 

V;l/tn — ;V 160 g 

7>f7*-AM 5.8g 
^y^7 y F 5 3rU— *Tf£^^-T Stfcfc.fc&^'L'Sv** (400HJ?) % 

C © y \s 5 y ^ x %0 . 5nm^ S V ^CjSifi S tfc 0 

g$l<D*i-£ (400t£ffl) tirau^^y F^^^-*T1tV\ ^£T-Tf5J&# 

«HEfr&©»IWI»H: 9l0g 

MfHfr 204g 

Xf'J ;V7v;^t b U ^MO.Suu&SV^jBS) 7g 

*nE*f»6<D»»n— f^v^Vy h I28g 



(35) 1 1-50 1 9 5 1 

= 4) $5£Zf¥-&im&67-N (n=10) ^Wbfco ^J©fg?SH#[Sfc3:&«fct&S!>S 
S'J^bfCo Sbfc^X^-y h4i^S-r?» ! felK^<^V^^^»P^^T 

m& (2B#p^ o.i m Hcnc^sm^M-r^^^^v-^fflarotbTM^ 
mmm 5 



^■if^i/VI***^^/— ;V 5.5kg 

t: Fa^->^Pt°;V^^;I/-fe;l/n— X 0.8kg 

ftitek 15.7kg 

yy^u^o.uy n.okg 



37iS (Mf2K:£3) 16 kg 

t Kn^>7"nk!;V-b;Vo- X l-6kg 
£;l/^7 2.7kg 



(36) 1 1 -5 0 1 9 5 1 

XfTU^^^A 0.2kg 

mm?k 32 kg 



swt-n rmn±te mmvrco 

mmvrc^isvh rnmK£& 20 k g 

*$?v?vm&m&fc (3o%iii) 33 kg 

F V 3L=f-)\/i/ Y U— h 3 kg 

ty-feitf^U-b'J F (NF) 0.5 kg 

*iJV;H- F80 0.05kg 

_ «®7j< _ _ ..._,_.'.„ „ 20.5 kg 



#yvM-h 8o^?j<i9.5kgi:ri^-L. ^jc^ey-fcitf^y-feu v&irn 

ft, ^©^«70°CJ^±T10^Mb. ^W^IfiE^tfc (=?L 



mabK 8.0 kg 

H Fn^r->^otf;l/^^;V-b;Vn— X 0.4 kg 

Xf7 V i/tPK 0 . 01kg 



(37) 



<j#^F 1 1-5 0 1 9 5 1 



m 



mmm: 

#V t£-;l/H°T=Mj F> K-25(PVA K-25) 



11.4kg 
8.4kg 
0.3kg 
0.8kg 
0.3kg 



EtOH 99% (w/v) 



u Ms»£Ptt-?- b t i . lfflm^ s v > iz.mm.-z &1t 0 
m&mmi-hv?j* 38 g 

y;l/tri — ;v 160 g 

7>f7^~ AM 5.8g 

*?*aiffi^T5CfcK:«fc?)^5'y^^ (400HJ1) ^ 

«H©?Jg1=r (400^m) fetPIli^>^y «t«Tffv\ ^d-eTIH^ 

MfBA^OWMfi 910g 

MfB^6©yb5^^X 204g 

tt&*p5<D»i8=i— ■ f-f V^P'? h 191g 

t&M*&3230ing-e&ofCo J±«^bfc^J«TOlS^4.9mm (n = 4) *5 



(38) #S¥ 1 1-5 0 1 9 5 1 
«fctPP*3®S51N (n=10) %mvrza «JO^B#P^«#StHfeS^X^>y b 

HfiSBM 6 

_ IfsOTlII _ _ , _ _ .„ 

Wmit LfcS-**?^ V v ^ A 300g 

t Fn4^> / ynvi 0 ;V^^;l/-tr;Vn— 7. 75g 

ffftfek 1425g 

yy/^W^37 300g 



CI3IHfcJ:5) 294g 
\l Fa^i/^nti 0 ;l/-{z;VP— x 29g 

50g 

Xf7U ^ ^ A 4g 
ftfifek 588g 



(39) 
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^y-fcitf^y-feU K (NF) 



*UV;H-b 80 



300 g 
400 g 
36 g 

6 g 
0-6g 
235 g 



US?®: 

JibB¥£HB!fe I f • 



120 g 

6 g 
0.3g 



11.4kg 



(40) 



ftST 1 1-5 0 1 9 5 1 



4-°U e— 7l/l£nU F> K-25CPVA K-25) 



EtOH 99% (w/v) 



8.4kg 
0.3kg 
0.8kg 
0.3kg 



PVP K-25^3i^y-;l/+7j<^^?t«LTSS'ft:?§m^#fco dO^^fflV^T 

HJ* A 4.8g 

y;ve>-;l/ 20 g 

7>f7t-AM 0.7g 
%^^~4'T^^'g-r§cii:^cfct)yus^^X (50SSJ1) %MSbfco 

£ CD 7 lx 5 V ? X ^0 . 5mm^ 3 V ^fcjEft* -£fc 0 

m%£(DU& (50|gffl) *T?frV\ *-£T?TfBj£# : 

mzfrz<ommwf6L 114 g 

MS^f.O^'y^7 25. 5g 

Xf U ;V7-?^tf MJ A (0. 5mm^ S V^3I5S) 0 . 9g 

MfBfr 5 commit — r- -f y^yb 4 . 7g 

IESK©1EI&«^ « 25mm@OT £ a«BW«<# 6 ft 5 > 1 V^Uff b feJT«aU« 

ilg!MM&2890mg-e&ofco J±fM^bfc^giJ&¥^24.2mm (n = 4) $5 
«J:lW3iggl00N (n=5) ^Wbfc 0 II^J<Df§^R#ra«:#«&f#g^X^y 
b 4> Km?l%W%, WX^r^h ^20°C T?zkl50al * tcgf £ t »C «k D MS b 

»sbj<i 50mi ^^M^tairr a ntwt s ft fcsm^pm* 5 . ot? $ o if 



(41) mm 1 1 -5 0 1 9 5 1 

w (2mm o.im nciKMmmmm?%s-**y , ?y--frmwL%£LTm 
mmm i 

;v 600g 

V>nl — ;V lOOOg 

« H H B 'l4-tr;Vn-x 300g 

n FP^FS/yntiVl/^^n— x lOOg 

^iyvn>mki-hvvi± 6 g 

ftsbk 802 s 

nrfM (tuf2^i:§) 400g 

tFD^>^nt°;Wf;V-t/Vn-x 48g 



ti-mmu^ (Mie k £ & ) 200 g 

h y hU— h 30 g 

€/-l3J:Ify l ^U't 1 J F (NF) 5 g 

^'jy;W-F 80 o.5g 

«§fcj< 309 g 



(42) ffi^rf 1 1 -5 0 1 9 5 1 

go fcmym*. o . sam^-^ x^itm mmtcmmicmvita 
nmkmmm^^mm l^t^is v tc 0 mm l tc n r^m^mmmmm^ 

mmm 8 

vom^mmmc isii^-f^ y^mim^? hvmm 



^?*~st> t ^7'/-^ 1500? 

BlSjcS'-K 1500 g 

fc F^^n fcf7U^ ^7U-f?;Wa--x 420 ? 

Aerosil® " 8? 

ffiilbfc 4230 ? 

am 

nrtJK (tulB^j:?,) 500g 

hFa+^nm^D-X 40g 

67g 

Xf7Uyi^^^i« 6g 

»S*7j< 800g 

ftmmmi^uvh (mzK&z) soo g 

^zzv^mnn^fo 2oo g 



(43) #S¥ 1 1-5 0 1 9 5 1 

h V JL^Asi/ hU-h 60g 

mmik 392 g 

(0.25-0. 40mm) mL«n-f^ > Fn+^O tf 
X?t?& (6%. w/w) ^f*fiL:%^£7^©ffr*^M^^bfco 

9 

—Mit^r ^M^— K*^*" £J3§}§:=f— ' xi- v^JSfffi^ W Foil 
n7fg 

^^^A^^y-zV 8.0kg 

-Ml^ii 8.0kg 

t: Fn4^:/nt!;l/^;l/^;Vn— x 1.4kg 
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